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NDC 61570-565-10 
STEWVIALQD 

Ketalar” 
(Ketamine Hydrochloride Injection, USP) 

sr 

EQUIVALENTTO 100 mg per Id KETAMINE 

OdY 10 VIALS (5 mL each) 

NDC 61570-585-10 

. 

(Ketamine Hydrochloride Injection, USP) 
EQUIVALENTTO 100 mg per ITIL KETAMINE 

Contains not more than 0.1 mg/mL PhemerolQD (benzethonium chloride) added as a preservative. 
Color of solution may vary from colorless to very slightly yellowish and may darken upon 
prolonged exposure to light. This darkening does not affect potency. Do not usa if 
precipitate appears. 

Keep this and all drugs out of the reach of children. 
Dosage-See package insert for full prescribing information. 

For intramuscular use. For intravenous use (with proper dilution). 

1 Store at controlled room temperature lS-3o’C IS-86’P). Protact from light. 

I 
1 Distributed by: Monarch Pharmaceuticals, Inc., Bristol, TN 37620 

Manufactured by: Parkedale Pharmaceuticals, Inc.. Rochester, MI 48307 

-’ - -- 
NOC 61RC-585-10 

SlERI-VIAL@ !I 

KEt&iP ! 
(Katamine Hydrochloride injection, USP) I 

EQUIVALENT TO 

I 

100 mg per mL 
Lot and exp. data KETAh4’NE / 

61570 58510 7 
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Ketalar 
(Ketamine Hydrochloride Injection, USP) 

Di/&“:Tc prepare B dilute sduiicn mntainivyl 1 m 

The fW requirements of the patient and duratkw of an&he& must be considered when selecting 
the apprcpriak dilti d K&alar. If fluid rest&fan is r 
infusionasderribed~tcpcaMeaKetalarconcenrationof:!~mL 7 

uired. K&&r can be added to a 250 mL 

Kekkr steri-vkk 10 “w”lL are not rsconms”dsd for dfktlb”. 
Sup kmenkry Agents. 
K&L k c!malQ cm&w wih the amumnly used general and !ccal anasthefic ageok when 
an ad%quate mphtoty dla”ge k mai”kf”ed. 
The regimen of a reduced dase of ffitafar supplemented with damprun can be used to prcdws 
balanced aneslhesk by CMnMnstion wilh cuw agents such as llilrous add.9 and oxygen. 
HOW SUPPUED 
K&la Is supplied as the hy~brkk in L-oIw3”lraiops eqiivalsnt to kekmi”e base. 
NDC6157(M81-10-~Each20mlvislmn~10mo/mLSuw~dhcartansaf10. 
NDC 61570562-lo-Each l&n& v!al contains 50 m;JmL St&ied in cattws cd IO. 
NDC61570-58510-~EachLvialcontains100mlJmL~b,cartMsd10. 

Store between 16°-300C (59*-66OF). 
Protect from light. 
Rx only. 
ANIMAL PHARMACOLOGY ANDTOXlCDLOGY 

@akfm sludles in rats. dogs. and monkeys resttiled in Uw rsawaty of 65% to 95% of the dose in 
the urine, minQ in the ton” of degmdathx prcdwts. Small anwnts of d were also excreted in 
$e bile and feces. Balance studies with tdlium!abded K&alar in human su “2 jects (1 mg4b given 
mkavancudy) resubd in the mean recovery of 91% of the dose In the urine and 3% in the feces. 
peak plasma Ieels averaged about 0.75 @ml. and CSF levels were about 0.2 pg/mL, 1 hour 
attet dcsng. 

Ketalar 

k? Monarch 
Pharmaceuticals” 

Manufactured for: 
Monarch Pharmaceuticals, Inc. 
Bristol, TN 37620 
By: Parked& Pharmaceuticals, Inc. 
Rochester, MI 46307 561G030 

(Ketamine Hydrochloride Injection, USP) 

SPECfAL NOTE 
EMERGENCE REACTIONS HAVE OCCURRED IN APFROXIMATELY 12 PERCENT OF 
PATIENTS. 

KetalaP 

THE PSYCHOLOGICAL MANIFESTATIONS VARY IN SNERlTY BETWEEN PLEAS- 
ANT DREAM-UKE STATES, VIVID IMAGERY, HALLUCINATIONS. AND EMERGENCE 
DEURIUM. IN SOME CASESTHESE STATES HAVE SEEN ACCOMPANIED BY CON- 
FLISION. D(CITEMENT, AND IRRATIONAL BEHAVIOR WHICH A FEW R4Tlulrr.S 
RECALL AS AN UNPLEASANT EXPERIENCE. THE DtJRATfON ORDINARILY IS No 
MORE THAN A FEW HOURS: IN A FNV CASES, HOWEVER, RECURRENCES HAVE 
TAKEN PLACE UP TO 24 HOURS POSTOPERATIVELY. NO RESIDUAL PSYCHO. I 
LOGICAL EFFECTS ARE KNOWN TO HAVE RESULED FROM USE OF KETALAR. 
THE INCIDENCE OF THESE EMERGENCE PHENOMENA IS LEAST IN THEYWNG 
(15YEARS OF AGE OR LESS) AND ELDERLY (OVER 65YEARS OF AGE) PATIENT ALSO, 
THEY ARE LESS FREQUENT WHEN THE DF?UG IS GIVEN INTRAMUSCULARLY ANDTHE INCI- 
DENCE IS REDUCED AS EXPERIENCE WITH THE DRUG IS GAINED. 
THE INCIDENCE OF PSYCHOLOGICAL MANIFESTATIONS DURING EMERGENCE, PARTlCLl- 
L4RLY DREAM-LIKE OSSERVATfONS AND EMERGENCE DEURIUM. MAY SE REDUCED BY 
USING LOWER RECOMMENDED fJOSAGES OF KETALAFt IN CONJUNCTION WITH INTRA- 
VENOUS DlAZEPAM DURING INDUCTION AND MAINTENANCE OF ANESTHESIA. (See 
DOSAGE AND ADMINISTRATION Section 

Jr 
ALSO, THESE REACTIONS MAY SE REDUCED IF 

VERBAL, TACTILE, AND VISUAL STIMULA ION OFTHE PATlENT IS MINIMIZED WRING THE 
RECOVERY PERlOD.THIS DOES NOT PRECLUDE THE MONlTORlNG OFVITAL SIGNS. 
IN ORDER TO TERMINATE A SEVERE EMERGENCE REACTKIN. THE USE OF A SMALL 
HYPNOTIC DOSE OF A SHORT-ACTING OR ULTRA SHORT-ACTING SARBlTUFlATE MAY 
SE REQLfIRED. 
WHEN KETALAR IS USED ON AN OUTPATIENT SASIS.THE PATIENT SHOULD NOT BE 
RELEASED UNTIL RECOVERY FROM ANESTHESIA IS COMPLETE AND THEN SHWLD 
BE ACCOMPANIED BY A RESPONSISLE ADULT. 
DESCRlPTfON 

l HCI 

KETAMINE HCI 
CUNICAL PHARYA~OLOGY 

A patent airway is mslnklned pa 
WARNtNGS and PRECAlJTfONS?&c&s.) 

by wlue d tmknpirsd pbyngal and lwyngeal reflexes. (See 

The bicttansfcrma6cn of K&far indudes N-dealkylatian (nwtabclite I) h 
hexme ring (metabolitas Ill and Iv). conjugation wim lwrcnic add idkydratim of the hydrcx. 

rcxy!ati of the cyde 

ylakd metabdiis to form the qdchexene dedvdtive fetabofite II). 
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Ketalar 
(Ketamine Hydrochloride Injection, USP) 

hn from fhs CNS to stmwsr aqutthmting peripharaf tissuas and by hapatis blotmnsfomfatfon to 
metaboliie LThls m=abdlle Is abaA% as active as katamina fn r&&g halomane raquiraments 
(MAC) of ths ral.The later haws of Mamlna (bata phase) is 2.5 hours. 
The anesthslic state prodwd Ly fbtatar has been termed “dissodative anssthasia’in that ft 
appears to sefectlvely intenupt associatfcn pathways of the brain before prodwing somatesthettc 
ssnsoty bfnnkada. It may ssta&sfy depress the thal amomcarfkal system before signikantty 
obtlmdmg me more araert webrat cantem and pa* (rstiarlar~iing and IIIMC t+3bms). 

lwamh has awide InarQh d sd.3~several instances Of lmln- admhlslfallm d overdas- 
es of titdar (up to ten times that us&y required) babe been fdlmved by prdanged but mmp!ae 
recovery. 
KE4elaI has been s.tud@d In over 12,666 opsratlw and dimgnnstk prumdures, bwohhg ovsr 10,wo 
patients from 165 sspamte studks. During the Mums of these stud&s Kstak was admlnisterad as 
the sole agent, as lndudion for other general agents, or to supptsmsnt low-potency agsnts. 
sp.xiearEasd~mbsvelncludedlh¶foliowing: 
1. dsbridsmant, pahful drasshgs, and skin gmftfng in burn patients. as well as otlw supemdal sun 
&atprcc8duras. 

3. d&g4w4c and openfive pmedurea of ths aya. ear, nose, and mouth, fnduding dental axtrw 
Ems. 

5. slsmoidoscopy and minor surgety d the snug and r-, and dmutrcfsion. 
6. exlm@dlti prwsdurss used in BNnemfopy such as dfktstion and ctMtage. 

6. as an aneslhatk h pm+risk p&nts ti dspmsskn of vttal functtons. 
9. in ptouedurss where tha intramuscular mute of sdminislmtfon is preferred. 
to. h ccxdac cathem prccedures 
In Utess sttiles, ths ansstbesls was mted ellher ‘sxcsllsn~ or “good” by the snssthesbtcgist and 
the surgeon at 9% and 93%. respectively; rated ‘fair at 6% and 4%, respadiwly; and rated ‘poor 
at 4% and 3%, re+dWy. In a wxnd method of svaiuaUun. the anssthssla was ratsd “adsquats” 
In at least 90%. and 5l&quate in 10% or less of ths prcceduraa 
INDICARGNS AND USAGE 

Ketalar is inrkated for ttw hductca of anesthssis prior to the admhistrmfon of othsr general anes- 
thetic agents. 
Ketahr is hdkaled to sqptenwnt bwpdanq agents. such as nitrws oxide. 
Spscitlc areas d appticatb am descdbd In the CUNICAL PHAPMACCLCGY Ssctkn. 
CONTFtAlNDlCATtONS 
K&amine hydmchbdde is mfmlndllted in thnse h whom a sign&ant afavatfon of Uund prsssura 
weld cunstfluts a ssdnus hazard and in thnss who have shown hwemw&fty to ths dnm. 

Cardiac fun&n should bs cuntinually monitorad during the prucsdure ln patlsnts found to have 
t-vjpnm of cardiac d@mmpensation. 
t’ostoperaG’vs mfurjond states may wmr during the mcwaty period. (See Spedal Note.) 
Fte 
in3 

lmtoty depmssicm may occ~lr with overdogase or tw rapfd a rate of administration af Ketalar, 
ti cay) supportive v&lation should bs employed. Mechaniti support of rssplration is pry- 

fensd to admhtstraticn d anateptfcs. 

PRECAUTtONS 
General 
Ketatsr shcufd be ussd by or under the direction of physicians expedet@ In administering general 
anestheth and in mahtanatw of an aiway and in the oontrof o respnatmn. 

:.- 

Ketalar 
(Ketamine Hydrochloride Injection, USP) 

Efecause pharyngeal snd k%yw#ai rdlexes are waiiy acwe, Kaw shdd not b$ yh!h!g 
su 
d ~shouMbeavolded,whenevarpossible,I~wisusedalone.Mlrsde~h, 8s 

aryordffnostiaprocaduresofthsphatYwtarywur bmnchhttraa.Mecharucal 

with pmpar attsntinn to raspimflcn, may be requlrsd in both of thsse tnstancss. 
Flew eclubmsnt should be mady for we. 

Drug lntaraattons 

usage In Pragtwlay 
y&e$$&W In 

WC! 
regmxy, indudLyl obsteeics (.9lnw VagM or abdmll dellvsty), has Itat 

OGY, Rtlprd). 
use Is not remmmended (see ANIMAL PHARMACCLCGY AND RxtCOL- 

Padlatrle “se 
See DOSAGE AND ADMINISTRATICN. 
ADVERSE REACTtONS 

f’syohdogicd; (See Spedal Note.) 

Gwwd: Anaphylaxls Local pain and sxanthama at the in)s&n she have lntraqusntly been report- 
sd.Trar&nt erythems and/or mwbflrirorm rash have also been rspnrted. 
DRUGABUSEANDOEPENDENCE 

OVERDOSAGE 
R 
in%m 

iatoty deprassfun may occur with avanbsags or 100 rapid a rata of admtnistmticn ot Kstahr, 
case supportive ventitabn should be employed. Machanfcaf support of rsspirattun is pm 

temd to adminlstmtion of anatsprcs. 
DOSAGE AND ADMINISTRATION 
Note: Barbiturates and ffitalar, being &mfca& incnmpatibta because d prec@tate formatrun, 
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Ketalar 
(K&amine Hydrochloride Injection, USP) 

shcu~nolbshlledfmmtbasamaSYlm9e. 

In~doses,fromsxperienceprimarilyinpediatricpatients.inarengedSto13mglkg(4 
to 6 mglb) usually produce surgkal anesthesia wffhh 3 to 4 mfnutes fdhkng tnjadkn, wtth ths 
anestheti elfed usually kYAlng 12 to 25 mhutes. 

Note:The1M)mglmLconcen~~dKetslarslKwMnolbe” 
dilution. It is mmended the drug be diluted with an equal T 

edfntraYefwustywftfwt roper 
tans of ather Stenla Water f!l r 

ta@cUm. IJSP. Normal Satins. M 5% Osxtmss ln Watar. 
Rate dAclnU&tmthn: It Is recommended mat Ketalar be adidnlstered sbwly (over a pedcxl d 60 
semds). More rapid isdmi&mm may resdt h r-toty dsprasskn and anhawad pcesw 
response. 
Intramuscular Rwte:Tns Initial dose d KeW administered intmmussularty may ltuK&frz2. 
13~g(3to6~).Adcseotl0m(yk9(5m9M)wusuallypmduce121025 
aiml anssthesk 
Mrilntenance d An0athesla: 
The mahtanancs doss should bs adjustsd acwrdhg to fhs patienrs mmsthetln needs and whebw 
an adaXkmal anesihh agent is employed. 
Incraments~~~~~~u~~~~~r~~~f~~~ 
anastbesia. Howsvsr, ft should be noted that pm 
ths may wzur du the ~utsa ot anesthesia. 
are not indtfttvs d “;j, 

$osakss and tcnic-donic movements d sxttemi- 
sss rnownants do not impty a light pfane and 

need for addii dew d the anssthatk. 
I1 sh-xltd be recognlzsd mat Iha larger the t&l dose of K&tar a&liired. ths kvtger wtll bathe 
the to comdde mmwrv. 
Adutt pat& hdwsd wim Katatar aylmantsd with htwanous diazapam maybs maintainsd MI 
K&alar given by stow mkxodri 
with diipam 2 to 5 mg ati R 

fnfuslnn technique at a dusa of 0.1 to 0.5 n@mtnute. augmented 
lstarsd intravsnousty as needed. In man 

Intravenous diazspam btai for mmbimed lnduntion and mahlenarw 
cases 26 mg or /ass of 

mom dlazspm may bs r 
bvilLtf~. tlowmr, sllgb”Y 

slab of the patient, and o % 
uimd derwvfhg on the natura and dutatkw of 6vs upstat&, physical 
st fantots. The icddsnca of psychdngical rnanffsststfons dunng emar- 

gence, partkulatty dream-lilts ubsatvalfons and amergsncs delirium, may bs reduced by thts main- 
tsnanca dosage program. 
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